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Texas Board of Fharmacy

911 Southlisnd Life Annex Bullding
Dallas 1, Texas

Opinion No. 0~7381
Interpretation

Re:

Dear 8Sir:

€ son removing the label
afscturer's package of a vita-
vith the instructions of

the instructions of a physician does not
He original package. While it is our belief
P ch re-labeling is restricted to pharuaciata
sgistered under provisions of the Pharmacy lav.”

Introductory to an interpretation of the above
oited Section 8, 1t is noted that this section is one of
seventeen comprising Article 4532a and that this article
is included in Vernon's Annotatod Civil Statutes as
*Chapter light-?hnrnnci in the Public Health title num-
ber 7T1l. This Article 3542a is comprehensive regarding
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ths regulation of the tice of Pharmacy and vas revised
and re-enacted by the 38th Legislature in 19543. It is
signtficant that the emergensy clause of the 1943 act
resites the reason for the revision to be that "the present
Pharmecy lav is insdequate and endangers the public health
and the 1i¢ welfare of this state.” Specifically,
Section 8 as 1t vas amended in 1943 reads as follovs:

“S8ec. 8. It shall be unlavful for any person
vho is not & registered pharmacist under the pro-
visions of this Ast to compound, mix, menufacture,
combine, prepare, label, sell or d:llﬁributo at retail
or vholesale any drugs or medicines, except in
original packages. FProvided that all peraons now
registered as pharmacists in this astate shall have
all the rights grented to pharmsoists under this
Ast, IFrovided, however, that mothing in this Aot
shall apply to or interfere with any liocensed practi-
tioner of medicine, dentistry or chiropedy, vho is
duly registered as such by his respective BEtate Board
of Examiners of this state, vho shall supply his or
her patients, as & physician, dentist or chiropodist,
snd by then empl as such, with such remedies as
he or she may de apd vho does not keep & pharmacy,
open shop or drug store, advertised or othervise, -
for the retailing of nchem- or poisons; and pro-
vided, further, that nothing contained in this Act
shall be construed to prevent the persopal adminis-
tration of drugs and medicines earried by any phy-
sician, surgeon, dentist, chiropodist or veterinarian
licensed by his respective Board of Examinsrs of this
state, in order to supply the immediste needs of his
patients; nor to prevent the sale by persons, fims,
Joint atook sompanies, partnerships or corporetions,
other than registered pharmasists, of patent or o~
mrie medicines, or remedies and medicaments
generally in use and vhich are hammiess if used
28060 to instruations as contained upon the
printed label; and insecticides and icides and
chemicals used in the arts, vhen properly labeled;
nor insestiocidss or fungicides that are mixed or
compounded for purely sgricultural purposaes.”

This is & clearx nnc{'m-higuoul provision brcadly
prohibiting anyone vho is not a istered pharmscist
under the Act or vho is not specifisally excepted theroby
from tampering with drugs and medicines. The plain intent
of this section, as vell as other provisions of the Act,
is that the public shall be protsoted from ignorance,
irresponsibility, or carelessness in the purchase of dmgs
apd medicines through strict regulation. By the terms
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of these provisions, the a of drugs and medieines
(for human consumption) is permitted only under three
olear requirements, nsmely: (1) the person handliing

them must be a rogisterod pharmacist under the Act; (2)
the person handling them must be & physician, dentist,
chiropodist, eto. liocensed to prectice dy his respeciive
Board of Examiners; or (3) the drugs or medicines must be
sold or distributed in their original pseksga vhich bear
& printed label giving instructions for their use. Neces-
sarily, the preparation, packaging, and labeling of the

drugs and medicines in this last requirement vould be in
° ty with PFederel and State food and drug lavs and
regulations. A dissussion of sush lavs and regulations,

hovever, is not here necessary.

In the case submitted, a person vho is neither a
registered pharmacist nor a licensed physioisn under the
first tvo requirements above noted, removes the printed
label from a package of vitamins and Teplavces it vith a
physician's directions for its use. A pertinent fasct, in
addition to those in the above letter, has 2lso been
supplied, namely, that the physician is not present vhen
this ladeling or re-labeling occurs. It is also clear
from your letters that the re-labeled packages are not _
returned to the dooter but are sold or distributed to the
oonsuNer.

This oase is clearly in violation of the pro-
visions of Beotion 8, supra, unless, as it is cohtended
by the distributor, it is exempted &nrorro- by the excep-
tion pertaining to origimal pn:ﬂ.a eontained in the
first seatense or, more specifi Yy, unless this exocep-
tion as to original peckages applies to the hbﬂ.::: as
vell as to the selling distributing of drugs
medicines. Patently, this exoeption refers only to the
phrase "sell or distribute at retail or vholesale”, and
operetes toc perait persons not registered to sell drugs
in their original packages. Obrviously, the exception
could not conceivably modify or affect other agts prohibited
as it would be impossidle "to eompownd, mix,mnufacture,
gcombine, prepare, dJdrugs vithout breaking the origimal
package. Nelther can it refer to the remaining item
‘label” included in this up. On the eontrery, in the
sale of s to the publie, individusl. labels shoving
a doctor's tions are a part of preparation and to
"label” in this manner is, in part at least, to "prepare.”
This can be reconclled vith the definitions given in
Section 20 of Article 4542a Yhere & "pharmenlst” 1s said
to be one who "compounds, prepares, or dispences” while
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& "manufecturer”’ is one who, am other things, “labels
packages or manufactures”, Perenthetically, it may

noted that Section 17 of Article 4542a requires & manufsc-
turer to secure a permit for esch factory and to register
the name of the pharmmacist or "pharmaceuticsl chemist"
employed at such factory.

That the exception made of original packages
does not apply to the prohibited ast of labelil can be
further reccnciled (and clarified, if necessary)} vith other
provisions of the S8ection. In the above quoted Section 8
it 13 provided that the prohibition shall not prevent
"the sale . . . of patent or proprietary medicines, or
resedies and medicaments generally in use and vhich are
harmless 1f used sccording to the instructions contained
on the nted label”. Thus the "original packsges" ex-
cepted are those containing directions which are hamless
1f used in aoccordance vith "the printed label”, and the
tvo exceptions are consistent. The ladbsl is an essential

part of the original packsge.

The temm "original package” has been used in
variocus statutes and has been generally defined by the
authorities in the light of the ocontext in vhich it 1is
used (See 30 Words & Phrases, pp. 309-316). In commerce
the term 1is said to mean not the individual box or bottle
but the larger countainer in vhich these are packed and
shipped, and this meaning has deen applied to medicine in
bottles (State vs. Parsons, 27 SW 1102). But applied to
the instant case, such & meaning would exclude even a
"properly labeled” bottle from the exception, &nd in as
much as the provision (S8ection 8) specifically includes
retall sales, the definition given in a later case appsars
to be more applicable. In Kentucky Board of Pharmacy vs.
Cassidy (74 BW 730) the court, in construing & similar
provision prohibiting & person not & registersd pharmacist
from selling or dispensing drugs or medicines "except pro-
prietary or patent medicines in original packages”, de-
fined the term "original packages"” as follovs:

"The term 'original peackage,' as applicable
to the sgle of patent and proprietary medicines,
means--and iz so underatood By &ll persomns-~the
small individual package or bottle as prepared for
retail, and not the large box or pecksge En which
the smaller peckages may have been shipped by the

maggracturer, and is so used in St., 1899, c¢. 85,
8 31, authorizing the sale of patent mediocines

in original packages."” (Bmphasis added)
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It wvill be moted in the that the mmall
individusl peckage or Dottle was ome pared for retail”
and patantly & se prepared wvould bear a printed
isdel. Any other tanding of the term and partiou-

]

1y the one contended for in this sase night bhave thw
absurd effect of making the snforcement of the statute
depend on proving that the eork vas removed. There can
be no original pee as used in this Aot until a con-
tainer has been lisbheled. labeling being necessary to the
ox%::c::oi:f an original package, the exoeption samnot
re .

The adbove can de further substantiated oom=-
m-i.:g the provisicns of the adbove qwoted Section 8 vith
of this section or to its revision in 19M3,
Under the prior provi the handling of drugs by one

vas exsepted from the 4t4 but this vas elimina
in the smendment. The prohibitien of the prior lav named
the acts of ¢ » Rixing, and manufaocturing, and
in ths smendmen mn vas 1 added th:h:o:;‘ of
- sembining, preper R so vader

law it vas wmlaveul &e-p“ﬁ'gi%ﬂ trivate 8t ;

drugs or medicines, exsept

%hcul vﬁa.umm AeY lav vas n-l; to include vholesals
selling and distridution, " t in or peskages”.
It 3 e::guﬁmt also that in sxception pertaining

the sale of “originsl peckuges” was specifieslly permitted
"when properly lsbeled.” Thuus the provision (Bectican 8)
mmwumummuummmmaor

In thelSA3 enactment the penal provisions of ths
ast vore also amended. Consistently vith the revisiem of

Section 8, in Section 17 of the Aot (nov ified in
Yernon's Annotated Gode as ale 758a), it vas
provided:

"1Any persen not m%omoﬁ as & pharmacist
who shall compound, mix, b » Gispense, prepare
or sell at retail any drugs, medicines, polsons or
pharsaceuticel preparations vwpon & physician's
prescription, or othervise, and vhoever, being the
manager or ovner of the store, pharmscy or
faoctory, or other place of business, shall manufac~
ture, or permit anyone not licensed as s pharmesist
to eompound, mix, blend, dispense any drugs, medl-
cines, poisoms or pharmaceutical preparsations, on



~ Hon. Walter Gousins, Jr. - Page 6

‘phyucun'i _moncription;* contrary to any of the
provisions of this Mt‘ shall be subject to the
penklties of this Ast,

This provision, hovever, is mentioned only to
further illustrate the msnifest meaning and intent of
Section 8, supra, of vhich the request presented asks for
an interpretation, and a discussion of vhether the instant
ocase would constitute a viclation of the penal provisions

- 48 pretermitted. Clearly, it is unlawful for anyone not
registered to "prepare or sell at retail” drugs, medi-
oines, or preparetions "upon & physician's presoription
or othervwise.

Ooncerning the remedies and prooedurss for
violation, it is noted that the Board of FPharmacy is given
the pover (Article A542s, Section 5) to "institute an
action in its owvn name to enjoin violation of any of the
provisions of this Act," and that sush action shall de
in addition to any other authoriszed by lav.

It i» not necessary to eladorate on the propo-
sition that vitamins in the instant case are "drugs or
medicines” within the meening of the statute. There are
meny preparations, of ogurse, vhich under a broad generic
definition of the term "food" might be oclassified as such,
and in some instandes classification would depend on the
specific use of the preparation. Generally, vitamins are
drugs o>r mediacines, and in the instant case the very con-~
tention as to their sale in originsl packages admits this
clansification.:

The foregoing comsidered, it is conoluded that
any sale of drugs after the ~pr1ntoﬁ label has been rsmoved
is not the sale of original peokages excepted in the
statute and that the gcontention of the distributor in the
case presented is without merit,

Aooordingly, jou are advised that in the opinion
of this office, the fasts submitted would oconstitute a
violation of the provision of the Seation B cited,

Yours very truly

APPROVED  OCT 24,1346 AT ENERAL OF FEXAS

ATTORNEY GRNERAL,
JLijt

/o Assistant




